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SECTION II 
REMARKS 

Regarding the Amendments 

Claims 1, 4, 9-12, 14, 15, and 19-23 have been amended as set forth in the above Complete 
Listing of the Claims. As amended, the claims are supported by the specification and the original 
claims. No new matter has been added, as defined by 35 U.S.C. § 132. 

Specifically, claim 1 has been amended to incorporate the subject matter of previously pending 
claim 3. Claim 3 has been noted in the Office Action mailed December 10, 2007 as allowable if 
rewritten in independent form. As such, amended claim I is allowable. 

By the present amendment, cancellation of claim 3 is requested, without prejudice. 

Thus, upon entry of the amendments, claims 1, 4, 7-12, 14-16, and 18-23 will be pending and 
under examination. 

Claim Objection 

Claim 14 has been objected to for containing reference to a figure within the body of the claim. 
The examiner's attention is respectfully drawn to the Complete Listing of the Claims set forth 
above. As amended, claim 14 no longer contains reference to a Figure. Withdrawal of the 
objection is therefore respectfully requested. 

Rejection of Claims Under 35 U.S.C. §112 
Written description 

Claims 9-12 and 19-23 are rejected in the Office Action mailed December 10, 2007 as not 
described in the specification in such a way as to convey to one of skill in the art that the 
inventors had possession of the claimed invention at the time the application was filed. 
Specifically, the examiner objects to recitation of the claim element "crude antigen proteins 
extract from said microbes or antigen proteins purified from said microbes" in independent 
claims 9 and 19. 
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The examiner's attention is respectfully drawn to the Complete Listing of the Claims as set forth 
above. As amended, claims 9 and 19 no longer contain the language upon which the examiner's 
rejection is based. As amended, claim 9 recites 

"A vaccine for treating or preventing a mucosal tumor, which 
contains as an effective component, a microbe transformed with 
the vector of claim 1 , expressing one or more of HPV E6 and 
HPV El antigen protein onto a cell surface, the extract from said 
microbes or antigen proteins purified from said microbes." 

and claim 19 recites 

"A vaccine for treating or preventing a mucosal tumor which 
includes as an effective component, the microbe of claim 16 
expressing HPV E7 antigen protein onto a cell surface, the 
extract from said microbe or protein purified from said 
microbe." 

Both independent claims now recite an effective component which is a microbe expressing a 
particular antigen protein (E6 and/or E7 in claim 9 and E7 in claim 19). Tumor-associated 
antigen proteins of HPV, specifically, E6 and/or E7, are described throughout the application in 
detail. Specific examples are provided utilizing the HPV E7 gene and one of skill in the art 
would have known at the time of filing, that the inventors also had possession of the HPV tumor- 
associated protein E6. 

Applicants were clearly in possession of a microbe "expressing HPV E6 and/or HPV E7 antigen 
protein onto a cell surface, the extract from said microbes or antigen proteins purified from said 
microbes," as is presently claimed at the time of filing of the present application. The claims 
therefore satisfy the 35 U.S.C. §112, first paragraph, written description requirement. 
Withdrawal of the rejection of claims 9-12 and 19-23 as not adequately described in the 
specification is respectfully requested. 

Enablement 

The examiner has also rejected claims 1, 4, 7-12, and 19-23 under 35 U.S.C. §112, first 
paragraph as not enabled for vaccine compositions. Claim 1 is an independent claim, from which 
claims 4 and 7- 1 2 depend. Claims 19-23 indirectly depend from independent claim 1 5. 

In the second full paragraph on page 6\of the Office Action mailed December 10, 2007, the 
examiner states "...this rejection has not been applied to claim 3, as HPV E6 and E7 antigens are 
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recognized as antigens which can elicit a protective immune response." Applicants respectfully 
draw the examiner's attention to the Complete Listing of the Claims, beginning on page 3 above, 
where claim 1 has been amended to recite "one or more genes selected from human papilloma 
virus (HPV) E6 and HPV E7 antigen protein." Similarly, claim 19 has been amended to recite 
"expressing HPV E7 antigen protein." All additional rejected claims depend from one of these 
claims, such that the dependent claims also contain such claim limitations. 

As the claims are enabled for vaccines containing HPV E6 and/or E7, acknowledged by the 
examiner as eliciting an immune response, and the amended claims recite such vaccines, the 
presently pending claims are enabled. Withdrawal of the rejection of claims 1, 4, 7-12, and 19- 
23 under 35 U.S.C. §1 12, first paragraph as not enabled is therefore respectfully requested. 

In the Office Action mailed December 10, 2007 the examiner also rejects claims 14-23 under 35 
U.S.C. §112, first paragraph as not adequately described to enable one of skill in the art to make 
or use the invention, in that the examiner alleges that the specification lacks complete deposit 
information for the deposit of plasmid pHCE2LB:pgsBCA-HPVE7 and transformant KCTC 
10520BP. "Evidence of public availability of the KCTC 10520BP host cells. ..is required." 

Applicants respectfully draw the examiner's attention to page 25, II. 14-17 of the application 
stating that applicants obtained a transformant of E. coli containing pGNBCA from the applicant 
of Korean Patent Application No. 10-2001-48373. The PCT application claiming priority to this 
Korean application published as WO 2003/014360. In the last paragraph of Example 1 of the 
published PCT application WO 2003/014360 it is stated that the expression vector pGNBCA was 
transformed into E. coli and the resulting transformant was deposited with the KCTC and 
assigned accession number KCTC 10025BP. Such transformant, useful in making the 
pHCE2LB:pgsBCA-HPV E7 transformant, is available to one of skill in the art and was available 
at the time of filing of the present invention. One of skill in the art would therefore be enabled 
to make the pHCE2LB:pgsBCA-HPV E7 transformant. 

In addition, the resulting pHCE2LB:pgsBCA-HPV E7 transformant was deposited by applicants 
with the KCTC, an International Depository Authority under the Budapest Treaty, as KCTC 
10520BP. Applicants respectfully draw the Examiner's attention to the pages numbered 38 and 
39, immediately following the claims (pages 40-43) in the published PCT application WO 
2004/035795, of which the present application is a national stage filing under 35 U.S.C. §371. 
Provided in the published PCT application at page 39 is a Deposit Receipt showing deposit of 

9 

PAGE 9/12 * RCVD AT 5/12/2008 1:00:48 PM [Eastern Daylight Time] * SVR:USPTO-EFXRF-6/1 8 * DNIS:2738300 * CS1D: 0194 109354 * DURATION (mm-ss):l0-24 



9194199354 IPTL 



12:07:12p.m. 05-12-2008 10/12 



4240-119 

KCTC 10520BP on October 7, 2003. A copy of the Deposit Receipt is attached herewith. 
Below is a statement by an attorney of record, that based on such Deposit Receipt, the deposit 
has been made to a depository authorized as an International Depository Authority under the 
provisions of the Budapest Treaty. Such deposit was recited in the specification as filed, 
however, as set forth above in the Amendments to the Specification portion of Section I of this 
Response, the specification has been amended to recite the date of deposit and the full street 
address of the depository, as provided on the Deposit Receipt. As such, the specification 
contains the requisite deposit information and claims 14-23 are enabled. Withdrawal of the 
rejection of claims 14-23 under 35 U.S.C. §112, first paragraph as lacking enablement is 
respectfully requested. 

Statement Regarding Deposit of KCTC 10520BP 

As an attorney of record, in reliance upon the Deposit Receipt attached hereto, the undersigned 
attorneys of record in U.S. Application No. 10/530,083 state that the transformant KCTC 10520 
was deposited with the Korean Collection for Type Cultures (KCTC) at the Korea Research 
Institute of Bioscience and Biotechnology on October 7, 2003. The KCTC is a recognized 
International Depository Authority under the provisions of the Budapest Treaty. 



CONCLUSION 

Based on the foregoing, all of Applicants 9 pending claims 1, 4, 7-12, 14-16, and 18-23 are 
patentably distinguished over the art, and are in form and condition for allowance. The 
Examiner is requested to favorably consider the foregoing and to responsively issue a Notice of 
Allowance. 

The time for responding to the December 10, 2007 Office Action without extension was set at 
three months, or March 10, 2008. In the response filed May 9, 2008, Applicants requested a two 
month extension of time under 37 C.F.R. § 1 . 1 36 to extend the deadline for response to and 
including May 10, 2008. Because May 10, 2008 falls on a Sunday, such deadline is 
automatically extended to Monday. May 12. 2008 through the operation of 37 CFR 1 .7. Payment 
of the extension fee of $ 230.00 specified in 37 C.F.R. §1.1 7(a)(2), as applicable to small entity, 
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was made on May 9> 2008 by authorization to charge the fee to a credit card. No additional fee is 
therefore required at this time. Should any additional fees be required or an overpayment of fees 
made, please debit or credit our Deposit Account No. 08-3284, as necessary. 

If any issues require further resolution, the Examiner is requested to contact the undersigned 
attorney at (919) 419-9350 to discuss same. 



Respectfully submitted, 



Date: 



Steven J. Hultquist 
Reg. No. 28,021 
Attorney for Applicants 

Date: j /tt Jot , x - , , - 

^ Kelly/tf\R^ynolds 

Reg. kJ 51,154 
Attorney for Applicants 




INTELLECTUAL PROPERTY/ 
TECHNOLOGY LAW 
Phone: (919) 419-9350 
Fax: (919)419-9354 
Attorney File No.: 4240-119 

Enclosures: 

Receipt for Deposit of KCTC 10520BP [1 pg.] 



The USPTO is hereby authorized to charge any deficiency or credit any overpayment of fees 
properly payable for this document to Deposit Account No. 08-3284 
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OK MlUltolWAMMMS FWl v.m pwrorift nr PATWI* tTtUnauriU! 



RECEIVED 
CENTRAL FAX CENTER 

MAY 1 2 2008 



INTERNATIONAL KJKM 

RECEIPT IN THE CASE OF AN ORIGINAL DEPOSIT 

w*U«d pursuant to Uulr. 7.1 



TO : POO, Haiyouiiff 

Korea Research Institute of Bioscience and TVnDfrhnolQgjy. 

llcpublic of Korea 



J , IDENTIFICA TION OF TOE M ICROORGANISM 



Idctuificnriun rt?r«rtm*^ jo'vch by the 
DRKKlTOIt 

Escherichia calx 

J M83/plfCEZLB:pgsBCA-HP VK7 



AccessiiHi numtmr given bv tlrc 
INTEIINA110NAL DKFOSITAHY 
AUTHORITY: 

KCTC 10520BP 



n, SCIEN TIFIC DESC 



imLimmtBL designate, 



The raicroor#cnisrp identified under i above was accompanied by: 

[ x ] a scicmrfit: descriulkm 

f 1 a proposed mxonconJc tfesiKTiatiuri 

(Mark wich v cross where cfpplicablc) 



THa International Depositary Authority tfooept* the nikiocfganism identified under 1 above, 
whicrh wah received by it on October 07 20Q3> 

IV- ItECEU r r OK RBOUKST FOR CONVERSION _ 

The rairrooriKinifim identified under I above was received by this International Depository 
Authority on and ;i rawest to convert the original deposit to a deposir 

under thr Rucfui*!*! Treaty was received by it on 



- . V* INTKtlNATlON-AL DEPOSITARY AUTHORI TY 



Niimif Korean Collection tor Type Cultures 



AddrftRK; Korea Research Institute or 
HitistTiemce «pd Biotechnology 
(KliUUft) 

#52, Ourc-cfcmg. Yu$on*-kU, 
T«ej«n S(*v-,m 
Republic of Korea 



Sij?natUrc($) of pcrsori(s) bavin; the power 
lo represent the JfiLemutiunaJ Dcpoauiry 
Authority of authorised 




rARK^ong- 1 to, Director 
Date: October 13 2003 
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